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Scientific conclusions

Taking into account the PRAC Assessment Report on the PSUR for Neulasta, the scientific conclusions of
PRAC are as follows:

Given the similar mechanism of action of Neulasta (pegdfilgrastim) and filgrastim on the one hand, and the
narrow indication for Neulasta compared to the indications granted for filgrastim on the other hand,
off-label use constitutes a potential risk for Neulasta. The PRAC considered important to be able to trace
the exact granulocyte-colony stimulating factors (G-CSF) used in treating patients for monitoring
off-label use and assessing potential adverse events. Therefore, in line with other products in the same
class, the PRAC considered that changes to the product information were warranted to include a
statement to improve the traceability of granulocyte-colony stimulating factors.

The CHMP agrees with the scientific conclusions made by the PRAC.

Grounds recommending the variation to the terms of the Marketing
Authorisation

On the basis of the scientific conclusions for Neulasta the CHMP is of the opinion that the benefit-risk
balance of the medicinal product containing the active substance pegdfilgrastim is favourable subject to
the proposed changes to the product information.

The CHMP recommends that the terms of the Marketing Authorisation should be varied.
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